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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is eligible 
for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) has 
been timely paid, the finality of the previous Office action has been withdrawn pursuant to 37 
CFR 1.114. Applicant's submission filed on 1/15/2008 has been entered. 

Claim Objections 

2. Claim 53 is objected to because of the following informalities: "a tool shaft" that appears 
in line 3 of the claim appears to be synonymous with the elongated shaft of claim 38 based on 
applicant's disclosure (and not an additional shaft of another tool) and therefore should read 
"said elongated shaft". Appropriate correction is required. 

Claim Rejections - 35 USC §102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 38-48, 51, and 52 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Lash (US 5,728,1 17). Lash discloses a marking tool to mark a lens capsule of an eye for a 
capsulotomy procedure comprising an elongated shaft having a distal end shaped and 
dimensioned for insertion into an anterior chamber of the eye, the shaft defining a lumen at an 
opening at the distal end, a marking assembly containing a resiliency flexible metallic marking 
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element having a substantially ring-shaped distal portion, in a natural state, the marking 
assembly being slidably received in the lumen between a transport condition wherein the 
marking element is deformably retracted into the lumen to enable an unobstructed penetration 
of the shaft distal end during insertion into the eye anterior chamber and a deployed condition 
wherein the marking element is advanced beyond the shaft distal end enabling the marking 
element to expand to its natural state (figs. 3 and 4), and a transferable marking material ("35" 
fig. 6; col. 4 II. 49-54). applyable to at least the substantially ring-shaped distal portion of the 
marking element such that the marking material is transferred to the lens capsule during non- 
damaging contact by the marking element therewith. Regarding the transfer of the marking 
material during non-damaging contact by the marking element, it is noted that the edge of the 
ring-shaped portion on which the marking material (35; fig. 6) is disposed is disclosed as being 
a sharp edge. However, it appears that any damage caused by this sharp edge is completely 
dependent on the pressure exerted by the user onto the ring-shaped portion. It is possible to 
touch the surface of the lens capsule lightly such that the capsule surface is not damaged or cut 
by the edge 24 of the ring-shaped portion. 

5. Regarding claim 39, the ring-shaped portion has an associated size which is adjustable 
by the user. That is to say, when the user actuates the tool such that the ring-shaped portion is 
within the elongated shaft, the ring-shaped portion is one size and when it is freed from the 
shaft, it has another size (see figs. 2 and 3). 

6. Regarding claims 40 and 41, the transferable marking material on the ring-shaped distal 
portion of the marking element is a dye. 

7. Regarding claims 42, 43, 45, and 46, the transfer of the marking material leaves a 
circular ring-shaped mark on the lens formed by the marking material (see fig. 5). It is noted 
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that a circle is an ellipse (with an eccentricity of 0) and therefore can be considered an elliptical 
shape. 

8. Regarding claim 44, the ring-shaped portion is operable to be configured into a first and 
second shape and size (figs. 2 and 3). 

9. Regarding claim 47, the ring-shaped portion is metal (col. 3 II. 62-63) and can be 
considered shape-memory as it returns to an expanded shape once deployed as seen in figs. 3 
and 4. 

10. Regarding claim 48, the size and dimension of the elongated shaft is suitable for 
insertion of the delivery mechanism through a cataract incision (34) made in a cornea of the 
eye. 

1 1 . Regarding claim 51 , the device also comprises a plunger-type marking element 
retraction/extension mechanism (see 14, 16, 18). 

12. Regarding claim 52, the tool comprises a dye on the ring-shaped portion of the marking 
element. 

Claim Rejections - 35 USC §103 

13. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

14. Claim 49 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lash in view of 
Keener Jr. (US 4,732,150). Lash discloses the invention substantially as stated above including 
that the ring-shaped portion may be made from a metal but fails to disclose that the ring-shaped 
portion is made from titanium or stainless steel. However, stainless steel and titanium are well 
known materials in the medical arts. Furthermore, Keener Jr. teaches that stainless steel is a 
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suitable material for constructing a wire looped element that is inserted into a patient's eye (col. 
3 II. 65-68). It would have been obvious to one skilled in the art to have modified Lash to 
construct the ring-shaped portion from stainless steel as made obvious by Keener, Jr. since 
stainless steel is a suitable material for resilient ring-shaped portions of ocular surgical 
instruments. 

15. Claim 50 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lash. Lash 
discloses the invention substantially as stated above but fails to disclose the 
retraction/extension mechanism as being screw-type. However, it is old and well known in the 
art to make a retraction/extension mechanism of a medical instrument a screw-type mechanism 
(as admitted by applicant on p. 10, II. 8-1 1 of applicant's specification) in order to obtain the well 
known advantage of very precisely controlling the retraction or extension of the instrument. It 
would have been obvious to make retraction/extension mechanism of Lash a screw-type 
mechanism so that it too would have this advantage. 

16. Claim 53 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lash in view of 
Nallakrishnan (US 5,752,960). Lash discloses the invention substantially as stated above except 
for the marking element being contained in a plane that intersects a longitudinal axis of the 
elongated shaft. 

17. However, Nallakrishnan teaches that it is old and well known in the art to bend the distal 
portion of an instrument used for ocular surgery relative to the longitudinal axis of the rest of the 
instrument. Such a bend is advantageous because it facilitates insertion of the distal portion of 
the device into a patient's eye (fig. 3; col. 5 II. 1 1-17). It would have been obvious to one skilled 
in the art to modify the device of Lash to include that the marking element, when deployed, is at 
an oblique angle to the longitudinal axis of the elongated shaft as made obvious by 
Nallakrishnan in order to facilitate insertion of the marking element into a patient's eye. 
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Response to Arguments 

18. Applicant's arguments with respect to the claims have been considered but are moot in 
view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to KATHLEEN SONNETT whose telephone number is (571)272-5576. The 
examiner can normally be reached on 7:30-5:00, M-F, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on 571-272-471 3. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

KCS 4/1/2008 
/Todd E Manahan/ 

Supervisory Patent Examiner, Art Unit 3731 



